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— The MAILING DATE of this communication appears on th cover she t with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time nnay be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and wrill expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply v^thin the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1, 704(b). 

Status 

1)S Responsive to Gommunication(s) filed on 02 June 2003 . 
2a)n This action is FINAL. 2b)S This action is non-final. 

3) 0 Since this application is in condition for allowance except for fomial matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) 2 and 13-20 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 1 and 3-12 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) 0 The drawing(s) filed on is/are: a)n accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1.85(a). 

11) n The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) 0 The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

1 3) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 -□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. , 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

1 5) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 1 20 and/or 1 21 . 

Attachment(s) 

1 ) M Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 



2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-152) 

3) 13 Information Disclosure Statement(s) (PTO-1449) Paper No(s) 6 . 6) □ Other: 
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Art Unit: 1631 

Applicant's election of Group I in Paper No. 9 is acknowledged. Because applicant did not 
distinctly and specifically point out the supposed errors in the restriction requirement, the election has 
been treated as an election without traverse (MPEP § 818.03(a)). Applicants' response (paper no. 9) did 
not address the aspects of the requirement for restriction between Groups I and VI, VII, and VIII and so 
the election is treated as an election without traverse in connection with the independence and 
distinctness of Groups I and VI-VIII as outlined in the Office action mailed May 2, 2003. Applicants" 
arguments in connection with rejoining Groups I and II is not persuasive because Group II claims a 
combination of SEQ ID NOs that is different from the elected combination. 

Claims 2 and 13-20 are withdrawn from further consideration pursuant to 37 CFR 1.142(b) as 
being drawn to a nonelected invention, there being no allowable generic or linking claim. Election was 
made without traverse in Paper No. 9. 

Applicants' arguments in connection with rejoining claims 4-12 with Group I, claims 1 and 3, is 
persuasive. Thus, claims 4-12 are hereby rejoined with claims 1 and 3 to make up Group I. Claims 1 
and 3-12 are examined in this Office action. The combination examined includes the combinations 
containing each one of SEQ ID NOs: 24, 47, 81, 104, 114, 165, and 172 (see paper no. 9, paragraph 
bridging pages 6-7). SEQ ID NOs: 24, 47, 81, 104, 114, 165, and 172 have been searched (see MPEP 
803,04 (pages 800-10 and 11, August 2001 edition) in connection with USPTO search procedures for 
nucleotide sequence combination claims). 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1 and 3-8 are rejected under 35 U.S.C 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. The claims are vague, indefinite, incomplete, misdescriptive, and inaccurate. 
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(a) The recitation of "cDNAs that are differentially expressed" (claim 1) is inaccurate and 
misdescriptive because cDNAs are not expressed, but are artificial constructs {eg., see 
the definition in Lewin). 

(b) Claim 1 is vague and indefinite because it includes more combinations than the elected 
combinations {e,g,, see paper no. 9, paragraph bridging pages 6-7). 

(c) The recitation of "that disease" (claim 6) is incomplete because there is no antecedent 
basis for the term. 

(d) The recitation of "specifically binds" (claim 7) is vague, indefinite, and incomplete 
because the term is a relative one and no frame of reference is given. The determination 
or characterization of specific binding requires knowledge or disclosure of other potential 
binding partners in the reaction mixture. None is given or mentioned; thus the claim is 
vague, indefinite, and incomplete. 

(e) The recitation of "specific binding" (claim 7) is vague, indefinite, and incomplete for 
reasons given in (c) immediately above. 

(f) The recitation of "mimetics" (claim 8) is vague and indefinite because it is not clear what 
is meant by the term. 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition 
of matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to 
the conditions and requirements of this title. 

XIaims 1 and 3-12 are rejected under 35 U.S.C. 101 because the claimed invention lacks 
patentable utility. The instant application does not disclose a nexus between any particular or anticipated 
hybridization results to SEQ ID NOs: 24, 47, 81, 104, 114, 165, and 172 and any disease state or non- 
disease state. The hybridization data shown in Table 1 and discussed on pages 9-10 of the instant 
application are not results of actual gene expression because they are disclosed as being cDNAs that 
hybridize to an array. Since cDNAs are artificial constructs, they do not necessarily reflect levels of 
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expression of genes. In addition, SEQ ID NO 47 (Clone ID 1695477) is not expressed in polyp or tumor 

cells at half the level of that of normal cells as is stated in the application in the paragraph bridging pages 

9-10 (average downregulation according to Table 1 (page 2 line 19) is -1.07). Likewise, SEQ ID NO: 104 

(Clone ID 2132203 is downregulated by an average of -1.48 (Table 1, page 3, line 33) and SEQ ID NO: 

114 (Clone ID 2513883) is downregulated by an average of -1.39 (Table 1, page 2, line 27). No data for 

SEQ ID NO: 172 (Clone ID 1846463) are seen in Table 1 at all. Finally, the application does not disclose 

how the cDNA measurements were made. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

Claims 1 and 3-12 are rejected under 35 U.S.C. 112, first paragraph, as containing subject matter 
which was not described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. The discussion in 
the rejection under 35 USC § 101 hereinabove is incorporated here. In addition, claim 1 is not enabled in 
its full breadth for reciting "differentially expressed in a colon disorder" because the instant application 
does not enable diagnosis of any colon disorder. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis 
for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a 
printed publication in this or a foreign country, before the invention thereof by the applicant for a 
patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of the application for 
patent in the United States. 
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(e) the invention was described in (1) an application for patent, published under section 122(b), 
by another filed in the United States before the invention by the applicant for patent or (2) a 
patent granted on an application for patent by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the 
treaty defined in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 9-12 are rejected under 35 U.S.C. 102(b) as being clearly anticipated by either one of 
Hillman et al {(WO 99/41375 (August 19, 1999)) or Gunn et al (WO 98/38203 (September 3, 1998)). 
Hillman et al discloses a DNA that is 100% identical to SEQ ID NO: 81 of the instant application (see 
"Alignment Hillman" attached to this Office action). The abstract and pages 32-35 of Hillman et al teach 
the heterologous expression of the DNA. Thus, the claims embrace the polynucleotide, vectors, host 
cells, and method of making a polypeptide taught in Hillman et al. Gunn et al discloses a DNA that is 
96.5% identical to SEQ ID NO: 172 of the instant application (see "Alignment Gunn" attached to this 
Office action). Page 10, lines 7-20 and page 21, line 24 through page 24, line 21 32-35 of Gunn et al 
teach the heterologous expression of the DNA. Thus, the claims embrace the polynucleotide, vectors, 
host cells, and method of making a polypeptide taught in Gunn et al. 

Claims 9-12 are rejected under 35 U.S.C. 102(e) as being anticipated by Bandman et al (U.S. 
Patent No. 6,132,964). 

The applied reference has a common assignee with the instant application. Based upon the 
earlier effective U.S. filing date of the reference, it constitutes prior art under 35 U.S.C 102(e), This 
rejection under 35 U.S.C. 102(e) might be overcome either by a showing under 37 CFR 1.132 that any 
invention disclosed but not claimed in the reference was derived from the inventor of this application and 
is thus not the invention "by another," or by an appropriate showing under 37 CFR 1.131. 

Claims 9-12 are directed to an invention not patentably distinct from claims 5-10 of commonly 
assigned U.S. Patent No. 6,132,964. Specifically, SEQ ID NO: 13 of U.S. Patent No. 6,132,964 is the 
same as SEQ ID NO: 47 of the instant claims. 
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Claims 9-12 are rejected under 35 U.S.C. 103(a) as being obvious over Bandman et al (U.S. 
Patent No. 6,132,964). 

The applied reference has a common assignee with the instant application. Based upon the 
earlier effective U.S. filing date of the reference, it constitutes prior art only under 35 U.S.C. 102(e). This 
rejection under 35 U.S.C. 103(a) might be overcome by: (1) a showing under 37 CFR 1.132 that any 
invention disclosed but not claimed in the reference was derived from the inventor of this application and 
is thus not an invention "by another"; (2) a showing of a date of invention for the claimed subject matter 
of the application which corresponds to subject matter disclosed but not claimed in the reference, prior to 
the effective U.S. filing date of the reference under 37 CFR 1.131; or (3) an oath or declaration under 37 
CFR 1.130 stating that the application and reference are currently owned by the same party and that the 
inventor named in the application is the prior inventor under 35 U.S.C. 104, together with a terminal 
disclaimer in accordance with 37 CFR 1.321(c). For applications filed on or after November 29, 1999, this 
rejection might also be overcome by showing that the subject matter of the reference and the claimed 
invention were, at the time the invention was made, owned by the same person or subject to an 
obligation of assignment to the same person. See MPEP § 706.02(l)(l) and § 705.02(l)(2). Bandman et al 
discloses a DNA (SEQ ID NO: 13) that is 100% identical to SEQ ID NO: 47 of the instant application (see 
"Alignment Bandman" attached to this Office action). Column 19, line 7 through column 22, line 38 of 
Bandman et al teach the heterologous expression of the DNA. Thus, the claims embrace the 
polynucleotide, vectors, host cells, and method of making a polypeptide taught in Bandman et al. 

The nonstatutory double patenting rejection is based on a judicially created doctrine grounded in 
public policy (a policy reflected in the statute) so as to prevent the unjustified or improper timewise 
extension of the "right to exclude" granted by a patent and to prevent possible harassment by multiple 
assignees. See In re Goodman. 11 F.3d 1046, 29 USPQ2d 2010 (Fed. Cir. 1993); In re Longi. 759 
F.2d 887, 225 USPQ 645 (Fed. Cir. 1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); 
In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970);and, In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) may be used to overcome 
an actual or provisional rejection based on a nonstatutory double patenting ground provided the 
conflicting application or patent is shown to be commonly owned with this application. See 37 
CFR 1.130(b). 

Effective January 1, 1994, a registered attorney or agent of record may sign a terminal 
disclaimer. A terminal disclaimer signed by the assignee must fully comply with 37 CFR 3.73(b). 
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Claims 9-12 are rejected under the judicially created doctrine of obviousness-type double 
patenting as being unpatentable over claims 5-10 of U.S. Patent No. 6,132,964. Although the conflicting 
claims are not identical, they are not patentably distinct from each other because SEQ ID NO: 13 of U.S. 
Patent No. 6,132,964 is the same as SEQ ID NO: 47 of the instant claims. 

Any inquiry conceming this communication or earlier communications from the examiner should 
be directed to James Martinell whose telephone number is (?03) 308-0296. The fax phone number for 
Examiner Martinell's desktop workstation is (703) 746-5162. The examiner works a flexible schedule and 
can be reached by phone and voice mail. Alternatively, a request for a return telephone call may be e- 
mailed to lames.martinell@)uspto.Qov . Since e-mail communications may not be secure, it is suggested 
that information in such requests be limited to name, phone number, and the best time to return the call. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, 
Michael Woodward, can be reached on (703) 305-4028. 



The fax phone number for the organization where this application or proceeding is assigned is 
(703)872-9306. 

Any inquiry of a general nature or relating to the status of this application or proceeding should 
be directed to the receptionist whose telephone number is (703) 308-0196. 



Please take note of this new Official Fax Phone Number 



Jamestlartinell, Ph. 
Primary Examiner 
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